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~ The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 20 April 2007 . 
2a)D This action is FINAL. 2b)E3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) fj 8,28,32-34,48,51 .54-62 and 64 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

. 6)B] Claim(s) 1.18.28,32-34,48.51.54-62 and 64 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C § 119 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) O Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

1. Currently, claims 1,18, 28, 32-34, and 48, 51, 54-62, and 64 are pending in the 
application. 

2. In the prior action, mailed on January 24, 2007, claims 1 , 1 8, 28, 32-34, 48-5 1 , and 54-63 
were pending and rejected. 

3. In the After-Final Response of April 20, 2007, the Applicant amended claims 1,18, 28, 
48, 51, 61, and 62; cancelled claims 49, 50, and 63; and added new claim 64. 

4. In view of the New and Restated rejections below, the Finality of the prior action is 
withdrawn, and the present action is made Non-Final. 

Claim Objections 

5. (New Objection) Claims 1,18, 48, and 64 are objected to because of the following 
informalities: it is suggested that the language "relative to SEQ ID NO: 1-6" in paragraph 5 of 
claims 1, 48, and 64; and in paragraph 7 of claim 18, be replaced with the phrase - - relative to 
one of SEQ ID NOs: 1-6- -. Appropriate correction is required. 

6. (New Objection) Claims 61 and 62 are objected to because of the following 
informalities: in line 4 of the claims the term - - are- - should be inserted before the term 
"replaced." Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. (New Rejection- Necessitated by Amendment) Claims 54-60 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. These claims each 
limit an independent claim to an embodiment wherein "said adjuvant includes aminoalkyl 
glucosamine phosphate" (i.e. and AGP). However, the independent claims each already require 
the presence of the AGP RC-529. See e.g., App, pages 98 and 100-101. It is therefore unclear if 
the claims are intending to require the presence of an additional compound, or if the claims were 
intended to be deleted in view of the amendment of the independent claims to refer to RC-529. 

These claims are also rejected because it is unclear what is meant by reference to an 
adjuvant that "includes aminoalkyl glucosamine phosphate." This is because the specification 
indicates that aminoalkyl glucosamine phosphates are a genus of compounds, including RC-529. 
It is therefore unclear if the claims are intended to read on methods wherein the adjuvant - - 
includes an aminoalkyl glucosamine phosphate- - or if the Applicant intended to limit the claims 
to an unmodified aminoalkyl glucosamine phosphate. 

In view of the amendment of the independent claims to refer specifically to the AGP RC- 
529, it is suggested that claims 54, 56, and 59 be deleted, and the other claims be amended for 
proper dependency. 

9. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

10. (Prior Rejection- Extended and Maintained) Claims 1,18, 28, 32-34, 54-57, 61, and 
62 were previously rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for methods of inducing or enhancing an anti-HB V T-cell immune 
response, does not reasonably provide enablement for methods of treating chronic hepatitis. The 
rejection is maintained against claims 1,18, 28, 32-34, 54-57, 61, and 62; and is also extended to 
claims 48, 51, 58-60, and 64. 

It is noted that each of the previously rejected claims has been amended to include the 
language of claim 48, which reads on methods for the enhancing a T-cell response against HBV. 
However, upon a review of the claims, it is noted that each of the claims reads on methods of 
administering "a T cell-stimulating amount of a vaccine. 55 Thus, while the claims have been 
amended to exclude the treatment language, because the claims read on the administration of a 
vaccine, and the term vaccine implicitly requires a therapeutic or prophylactic effect. The 
rejection is therefore maintained as restated for the reasons above, and the reasons of record. 

It is suggested that the term "vaccine" be replaced with the term "composition 55 or 
"immunogenic composition. 55 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
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such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

12. (Prior Rejections- Withdrawn) Claims 1,18, 28, and 32-35 were rejected under 35 
U.S.C. 103(a) as being obvious over Page et al. (WO 01/98333). Claims 1,18, 28, and 32-34 
were rejected under 35 U.S.C. 103(a) as being unpatentable over Thoma (WO 92/1 1368) in view 
of Birkett et al. 5 (6,942,866) and Pumpens et al. (Intervirol 38: 63-74). Claims 48-51 were 
rejected under 35 U.S.C. 103(a) as being unpatentable over Thoma in view of Birkett and 
Pumpens as applied to claims 1,18, 28, and 32-35 above, and further in view of Johnson. These 
claims have been amended to specifically require that the compositions comprise the RC-529 
adjuvant (2-[(R)-3-tetra-decanoyloxytetradecanoylamino]-ethyl-2-deoxy-4-0-phosphon- o-3-O- 
[(R)-3-tetradecanoyloxytetra-decanoyl]-2-[(R)-3-tetra-decanoyloxytet- radecanoyl-amino]-p-D- 
glucopyranoside triethylammonium salt) as an emulsion. In view of the demonstration of 
unexpected results using this particular adjuvant formulation in the Thornton Declaration of 
September 21 2006, these rejections are withdrawn. 

13. (Prior Rejection- Restated and Maintained) Claims 48-51 and 54-60 were rejected 
under 35 U.S.C. 103(a) as being unpatentable over Page (WO 01/98333), and further in view of 
Johnson et al. (U.S. 6,303,347). As indicated above, claims 48, 51, and 54-60 (claims 49 and 50 
having been cancelled) have been amended to read on the use of a formulation of the HBc 
particles with an emulsion of the adjuvant RC-529. The rejection is therefore withdrawn from 
these claims for the reasons indicated above. However, new claim 64 has been added to the 
application. This claim described the method of previous claim 48 wherein the HBc particle 
comprises the cysteine modifications of (cancelled) claim 63 (i.e. substitution for cysteine 
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residues 48 and 107). This rejection is therefore restated as a rejection of claim 64 over the 
teachings of Page in view of Johnson as previously described, and further in view of Sebbel. 

Sebbel teaches that the HBc antigen may be improved through deletion of the cysteines at 
positions 48 and 107, but maintaining the cysteine at position 61 permits HBc particles to form 
more stable dimers and multimers. Column 24, lines 19-39. It would therefore have been obvious 
to those of ordinary skill in the art to modify the HBc particles of page as suggested by Sebbel, 
and to combine such particles with the AGP adjuvants of Johnson as previously described. The 
combined teachings of these references render the claimed method obvious. 

Conclusion 

14. No claims are allowed. Claim 63 is objected to for depending on a rejected claim. 

15. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is 571-272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



\ 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Z. Lucas/ 

Patent Examiner, AU 1648 



